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Applicant: Edjwin Christensen 

Serial No.: 09^160,618 
i 

i 

Filed: September 24, 1998 

For: 



SEMI-MOIST ORAL DELIVERY 
SYSTEM j 



r>PrT Att ATTQNT OF FDWTM PHB T STFNSFN UTSTOFK 37 CFK SI .132 

Commissioner £pt Patents j 
Washington, D.C 2Q231 ! 



I, jidwin ChriStensen, hereby declare as follows: 

1. j I am tile sole inventor of the invention described and claimed in the 
above-identified patent application. 

2. ' I, therefore, am familiar with the subject matter described in the 
above-identified application, and with the chemistry and chemical functions involved 

therewith j j . . , 

3. ! ' Based on my knowledge and experience ,with such chemistry, it is 
my belief that tie existence] of sucrose in the product of the subject invention is critical to 
the operation ofj the invention. | 

4. 1 If one uses a sweetener other than sucrosfe, such as fructose, xylose, 
dextrose or maltose, then pie physical properties of the resujting product are changed 
substantially primarily because of the different crystallizing action taken by these 
sweeteners. j ! 

; j 

5.! Such non-sucrose sweeteners do not crystallize sufficiently at the 
temperatures irjvolved and thus do not sufficiently bind the product to retain a shape or 
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result in a product with excessive hardness or crystallize excessively so as to become too 
hard. 1 

; 6.i In the case of fructose, this sweetener; is so hygroscopic as to 

"puidle" wheniused in the amounts necessary in the subject [invention, that is create a 
pool of water When exposed to the atmosphere. As such,; integrity of product and 
hygienic consideration donjinate and mandate that it cannot be used. 



As an 



example of the above-described pjhenomenons, I conducted j 
the ingredients of the subject invention as well as substituting j 



experiments incorporating 
different sweeteners for sudrose. 

' 8-! In eaci experiment the ingredients were jmixed and extruded as set 

forth in the subject application. The extruded products were ait into discrete pieces. 

9J The following experiments were performed: 





Sujcrose 
Type 


Sucrose 

!% 


i 

Starch 

j* 


Corn 
Syrup 

% 


Sorbitol 

% 


Water 

%: 


Result 


u 


Sucrose 


26.6 

i 

i 


19, 


I 


15.1 


18.8 


20.3 ; 


Soft, pliable, flexible, that 
holds its shape with a vjery 
<5weet. non-gritty taste. . 


2. 


Tt-wH-if 1 |TTif"P 


! 




M 


< * 


i * 


L I 


Tough, chewy, moderate 
sweetness, and ' a wet 
sHppe^y f e^JLgets hard 


3. 

1 


De?etroso 


1" 




\ 


n 




i y ! 

i 


Rubbery, very chewy, rfon- 
sweet-eventually gets hiard 
rock L_ 


4. 




ji ' 




t 




f * 




Slimy, very sticky, wet 
looking, very sweet 
hygroscopic 


5. 


Lactose 

i 


i 

, i i 




1 1 


M 


( f 




Tough, rubbery, sajidy 
tatffrSr non-sweet-hardJ 



10. When 
binder were necessary to 



other than sucrose were vised, excessive amounts of 
supply the binding power found by the crystallization powers 



sweeteners 
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of sucrose; and yet remain sjoft and pliable in texture. 

! I 



I 11' Therefore I have concluded that sucrose, 6f the above sweeteners, is 

the only sweeter, which is operative in the formulation of jthe subject invention and 
achieves a lasting chewy, non-gritty texture with a sweet taste, j 

Theifollowing base matrix was utilized to show the effects of substituting different 
SiSto sucrose. These tests were conducted without an active ^ngredient. To achieve 
hi A levels of active the sugar level is reduced while rr^intainirfg the starch level. 
Sasing levels of active r^gredients; as is required, the sucrose level is reduced whrie, 
2Sg th^rch level Increasing levels of the active ingredient also »q™ 
s^cTto provide strength! to the matrix well maintaining texture, mouth feel, sweetness, 
pliabflity, non-slime appearance, in addition to moisture contra^. 

I 12. All statements made herein of my own knowledge are true and aU 

statements made on information and belief are believed to he true; and further, these 
XeTs were made wSthe knowledge that willful, ^C^^^S 
made are punishable by fine or imprisonment or both, under. Section 1001 of Title 18 ot 
SnSd P Ss Code,W that such willful, false statements piay jeopards me validity 
of tke above-identified application or any patent issuing thereon. 



/ 



Date: 




Edwin Christensen 



t "J iZiO 'ON 



an tin ■? hstsm wlvq\ zooz 'i m 



B^gAvailable Copy 



[suiji pjepireis ujdjseaJiAiv im-\\ ZOM l« < Z0S1 559 lit > ujojj mm 



TROW firrklH T F^w^ DATE: Ffrhniary 1, 9 , 005 . 



WELSH &j KATZ, LTD. 
Ii20 South Riverside Plaza 
22nd Floor 

Chicago, Illinois 60606 

• i 

Facsimile Niimber - (312) 655-1501 
Automatic Exxon 23 If) Qwip 

Number of pa£es, including this cover letter 



TQ: 



FIKM/COMP^NY- 
Facsimile Numbers 



i Tt p p g t»r,f ™A TraHprnarlr Officii* 



■U703)74fi-31fi1. 



IF! YOU DO NOT RECEIVE ALL PAGES OR ARE HAVING TROUBLE, PLEASE 
CALL IMMEDIATELY (312) 655-1500 AND ASK FOR Jennifer — 

! i i I 

! ******** pot^ftP^ MTT AT T^nTF *««!***** 

; i ! : 

The documents^ accompany^ this facsimile toansmiesion contain i^omatiDn whidi w be 
confidential or privileged and exempt from disclosure under the app hcable law. The informataon is 
intended to be for the use of the individual or entity named on this transmission sheet. If you are not 
theintended recipient, be awire that any disclose, copying, distribution, or use * the contents of this 
information is Without authorization and is prohibited. If you have peeved this facade in error 
please notify us jby collect telephone immediately so that we can arrange for the retrieval of the original 
documents at no coat to you. j j 
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PATENT 



TN THE UNITEH flTATES PATENT AND TRADEMARK OFFICE 



In Re U.S. Patent Application 
Applicant: Edwin H. Christens en 
Serial No.: 09/160,618 

September 24, 1998 



Filed: 
For: 

Examiner: 



SEMI-MOIST ORAL DELIVERY 
SYSTEM 



T.Ware 



SUPPLEMENTAL AMENDMENT 



Box NON-FEE AMENDMENT 
Commissioner for Patents 
Washington, D.C. 20231 

Sir 



TN THE CLAIMS: 

Please amend claims 1 , 12, and 26 as follows: 



1. ( four times amended) A composition for the oral administration of an additive 
selected from the group consisting of pharmaceutical, nutritional supplements, vitamins and 
^ends, and mixtures thereof to mammals in a discrete dosage form, said discrete dosage form 



comprising: 



said additive, 

an extrudate comprising a matrix having 
about 10 to about 50% wt starch, 
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a sweetener consisting essentially of sucrose, com syrup and sorbitol,said sucrose 

being in an amount of at least 1 0%, and 

at least about 5% wt water 

said composition having an A* of about 0.60 to about 0.75, and a soft and chewy 
5 , and said A. being adjusted to permit an appropriate amount of free water inthe presence of 



texture. 




the additive. 

«\ >27 (thrice amended) A method of making a carrier and additive mixture for use in 
an oral administration of a therapeutically effective amount of the additive in discrete dosage form, 

comprising the steps of: 

a) forming a matrix and additive admixture by mixing, in a one-step procedure 

additive, 

about 10 to about 50% wt starch, 
0 to about 40% wt fat or oil, 

a sweetener consisting of sucrose, corn syrup and sorbitol, said sucrose 

being in an amount of at least 1 0%, 
and water, 
and mixing; 

amounts of polyhydric alcohol and water to control the A, of said admixture 



adjusting the relative 



to adjust the level of moisture in 
said admixture to form an extrudate. 



the carrier to be a level not inimical to the additive and extruding 
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-26T(twice amended) A composition for the oral administration of a pharmaceutical 

additive to mammals in a discrete dosage form, said discrete dosage form comprising: 

an extrudate having a matrix, and comprising; 

10-50% starch, 

0-40% fat or oil, 

a sweetener consisting essentially of sucrose, com syrup and sorbitol, said sucrose 

being in an amount of least 1 0%, 

at least about 5% water, 

said composition having an A„ of about 0.60 to about 0.75, and a soft and chewy texture, and said . 
A. being adjusted to permit an appropriate amount of free water in the presence of the additive, 



REMARKS 

By the amendments, Applicant has incorporated the Exarniner's suggestions as to 
the form of the claim as and as amended, believe they conform to that discussed in the interview 
held January 29, 2001. 

Further, Applicant hereby encloses a copy of the revised Declaration submitted at the above 
noted interview. As stated therein, this revised Declaration corrects several typographical errors 
found after submission of the original Declaration. 



Applicant hereby requests reconsideration and reexamination thereof. 
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With (he above amendments and remarks this application is considered ready for 

allowances and applicant earnestly solicits an early notice of same. Should the Examiner be of the 
opinion that a telephone conference would expedite prosecution of the subject application, he is 
ipectfully requested to call the undersigned at the below listed number. 



res 



Date: February 1. 2002 



WELSH & KATZ, LTD. 
120 South Riverside Plaza, 22nd Floor 
Chicago, Illinois 60606-3913 
Telephone: 312/655-1500 



Respectfully submitted, 
WELSH & KATZ, LTD. 

Gerald T. Shekleton 
Registration No. 27,466 
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MARKED UP VERSION TO SHOW CHANGES MADE 

1. ( four times amended) A [carrier] composition for the oral adniimstration of an 
additive selected from the group consisting of pharmaceutical, nutritional supplements, vitamins 
and minerals, and mixtures thereof to mammals in a discrete dosage form, said [carrier comprising] 
discrete dos a pe form comprising: 

said additive, 

an extrudate [including] comprising a matrix having 
about 10 to about 50% wt starch, 

a sweetener consisting essentially of sucrose, com syrup and sorbitol, said sucrose 

being in an amount of at least 10%. and 

at least about 5% wt water 

said [carrier] composition having an A* of about 0.60 to about 0.75, and a soft and 
chewy texture, and said A. being adjusted to permit an appropriate amount of free water in the 

presence of the additive. 

12. (thrice amended) A method of making a carrier and additive mixture for use in 
an oral administration of a topically effective amount of the additive in discrete dosage form, 

comprising the steps of: 

a) forming a matrix and additive admixture by mixing, in a one-step procedure 

additive, 

about 10 to about 50% wt starch, 
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0 to about 40% wt fat or oil, 

a sweetener consisting of sucrose, corn syrup and sorbitol jd sucros e 
bein g in an amount of at l east 1 0%, 
and water, 
and mixing; 

adjusting the relative amounts of polyhydric alcohol and water to control the A. of said [carrier] 
ad^ture to adjust the level of moisture in the carrier to be a level not inimical to the additive and 
extruding said [carrier and additive] admixture to form an extrudate. 

26. (twice amended) A composition [carrier] for the oral admimstration of a 
pharmaceutical additive to rnammals in a discrete dosage form, said [carrier] discrete dosage form 
comprising: 

an extrudate having a matrix, and [including] compris ing: 
10-50% starch, 
0-40% fit or oil, 

a sweetener consisting essentially of sucrose, corn syrup and sorbitol.sajd^ucrose 

hpinp; in an amount of least !()%_* 

at least about 5% water, 

said [oamer] composition having an A. of about 0.60 * about 0.75, and a soft and chewy texture, 
and said A* being adjusted to permit ail appropriate amount office water in the presence of tile 
additive. 
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^ you do not receive all pages or are having trouble, please 

CALL IMMEDIATELY (312) 655- 1600 AND ASK FOR Jennifer ■ 
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the intended recipient, be a *are that any dudosure, ^ copy mg f ™^ n ^JfJ a 7 acaimile in errOT , 
documents at no coat to you. 
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